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BRIEF SUMMARY 

NOLVADEXs (tamoxifen citrate) 10 mg tablets 

indications and Usage: NOLVADEX is effective in the treatment of 
metastatic breast cancer in postmenopausal women. Available evi- 
dence indicates that patients whose tumors are estrogen receptor 
positive are more likely to benefit from NOLVADEX therapy. 

NOLVADEX in combination with cytctoxic chemotherapy following 
radical or modified radical mastectomy is effective in delaying recur- 
rence of surgically curable breast cancer in postmenopausal women or 
women age 50 or older with positive axillary nodes. In the Hubay and 
NSABP B-09 studies most of the benefit to date has been in the sub- 
group with 4 or more positive axillary nodes. The.contribution of the 
cytotoxic chemotherapy is uncertain. The estrogen and progesterone 
receptor values may help to predict whether the adjuvant therapy is 
likety to be beneficial 
Contraindications: None known 
Warnings: Ocular changes have been reported in a few patients who, 
as part of a Clinical trial, were treated for periods greater than one year 
with NOLVADEX at doses at least four times the highest recommended 
daily dose of 40 mg. The ocular changes consist of retinopathy and, in 
some patients, there are also corneal changes and a decrease in visual 
acuit 

In addition, a few cases of ocular —— including visual distur- 
bance, cornea! changes and/or retinopathy have been reported in 
patients treated with NOLVADEX at recommended doses. It is uncer- 
tain if these effects are due to NOLVADEX 

As with other additive hormonal therapy (estrogens and androgens), 
hypercalcemia has been reported in some breast cancer patients with 
bone metastases within a few weeks of starting treatment with 
NOLVADEX. If hypercalcemia does occur, appropriate measures 
should be taken and, if severe, NOLVADEX should be discontinued 
Precautions: Genera/: NOLVADEX should be used cautiously in 
patients with existing leukopenia or thrombocytopenia. Observations 
of leukopenia and thrombocytopenia occasionally have been made, 
but it is uncertain if these effects are due to NOLVADEX therapy. Tran- 
sient decreases in platelet counts, usually to 50,000-100,000/cu mm, 
infrequently lower, have been occasionally reported in patients taking 
NOLVADEX for breast cancer. No hemorrhagic tendency has been 
recorded and the piatelet counts returned to normal levels even though 
treatment with NOLVADEX continued 

Laboratory Tests: Periodic complete blood counts, including platelet 
counts, may be appropriate : 

Carcinogenesis, Mutagenesis, Impairment of Fertility: While no con- 
ventional bioassay has been conducted, endocrine changes in 
immature and mature mice were investigated in a 13-month study. Vari- 
ous tumors were found in all treated groups 

No mutagenicity or fertility studies have been conducted 

Pregnancy Category C: NOLVADEX has been shown to affect re- 
productive functions in rats when given at dose levels somewhat 
higher than the human dose. In reproductive studies in rats, develop- 
men:al changes of the rib were seen. There are r.9 adequate and well- 
controlled studies in pregnant women. NOLVADEX should oe used 
during pregnancy only if the potential benefit justifies the potential risk 
to the fetus. 

Nursing Mothers: It is not known whether this drug is excreted in 
human miik. Because many drugs are excreted in human milk and 
because of the potential for serious adverse reactions in nursing infants 
from NOLVADEX, a decision should be made whether to discontinue 
nursing or to discontinue the drug, taking into account the importance 
of the drug to the mother. 

Adverse tions: The most frequent adverse reactions to 
NOLVADEX are hot flashes, nausea, and vomiting. These may occur in 
up to one-fourth of patients, but are rarely severe enough to require 
discontinuation of treatment 

Less frequently reported adverse reactions are vaginal bleeding. 
vaginai discharge, menstrual irregularities, and skin rash. Usually 
these have not been of sufficient severity to require dosage reduction 
or discontinuation of treatment 

Increased bone and tumor pain, and also local disease flare have 
occurred, which are sometimes associated with a good tumor re- 
sponse. Patients with increased bone pain may require additional 
analgesics. Patients with soft tissue disease may have sudden in- 
creases in the size of preexisting lesions, sometimes associated with 
marked erythema within and surrounding the lesions, and/or the de- 
velopment of new lesions. When they occur, the bone pain or disease 
flare are seen shortly after starting NOLVADEX and generally subside 
rapidly. 

Other adverse reactions which are seen infrequently are hyper- 
calcemia, peripheral edema, distaste for food, pruritus vulvae, 
depression, dizziness, light-headedness, and headache. There have 
been infrequent reports of thromboembolic events occurring during 
NOLVADEX therapy. Since for cancer patients in general, an increased 
incidence of thromboembolic events is known to occur, a causal rela- 
tionship to NOLVADEX remains conjectural. An increased incidence 
has been reported when cytotoxins are combined with NOLVADEX. 

If adverse reactions are severe, it is sometimes possible to control 
them by a simple reduction of dosage without loss of control of the 
disease 
Overdosage: Acute overdosage in humans has not been reported 
oe observed at the highest doses following studies to determine 
LDep in animals were respiratory difficulties and convulsions. No spe- 
cific treatment for overdosage 's known; treatment must be 
symptomatic 
Dosage and Administration: One or two 10 mg tablets twice a day 
(morning and evening) 

How Supplied: Tabiets containing tamoxifen as the citrate in an 
amount equivalent to 10 ~e tamoxifen (round, biconvex, uncoated, 
white tablet identified with NOLVADEX 600 debossed on one side and 
acameo debossed on the ott*«r side) are supplied in bottles of 60 
tablets and 250 tablets. Protec? from heat and light 
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He may not look like every- 
body's idea of a cancer specialist. 
But there’s strong evidence 
that your greengrocer has 
access to cancer protection you 
won't find in any doctor's office. 
Like broccoli. Peaches. Cante- 
loupes. Spinach. And other 
sources of Vitamin A related to 
lowering the risk of cancer of the 
larynx and esophagus. Not to 
mention sweet potatoes, carrots, 
pumpkin, winter squash, toma- 
toes, citrus fruits and brussels 
sprouts. 
Vegetables such as c ; 
- broccoli, brussels sprouts, kohl- 
er rabi and cauliflower may help 
educe the risk of gastrointestinal and respiratory tract cancer. 
Fruits and tables (and whole grain cereals such as oatmeal, 
bran and wheat) may help lower the risk of colorectal cancer. 
In short, make sure you do what your mother jalways told you to do. 


Eat your vegetables. 
AMEEdCAN 
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